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DETAILED ACTION 

Any rejection of record in the previous action not addressed in this office action is 

withdrawn. 

Declaration 

The Declaration under 37 CFR 1.132 filed 3/12/07 is sufficient to overcome the 
rejection of claims 2, 8 and 39 based upon Van de Locht et al and Van de Locht et al in view of 
Pears and Williams, Searle et al and Comai et al. Specifically, the amendment to the claims to 
encompass a specific increase in expression level and the evidence of the declaration provides a 
basis that the promoter disclosed in the cited art would not meet the limitations of the claims. 

A new rejection under 35 USC 1 12, first paragraph, has been made. To the extent the 
declaration applies to this rejection, it is noted that the embodiment of at least lOx provides for a 
range that is greater than 10 and much higher without any upper limit. The specification 
specifically contemplates 20x, 3 Ox. While the evidence in the declaration provides evidence that 
the promoter in the art would fail to meet the limitation of the claims, it does provide further 
evidence that the increase in expression would be limited in the upper range. The basis of the 
rejection will be discussed in greater detail below. 

Claim Objections 

Claims 2, 3 and 42 are objected to because of the following informalities: the claims refer 
to the cis-acting element of SEQ ID NO: 1 1 in each of the claims by recitation "cis acting 
elements consists of a nucleotide sequence of SEQ ID NO: 1 1". However, it is clear from the 
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specification that the element consists of the entire sequence and not just a dinucleotide or some 
variation of a dinucleotide as implied by the use of the article "a". Therefore, it would be 
remedial to recite cis-acting elements consists of the nucleotide sequence of SEQ ID N0:1 1--. 

Similarly, claims 42 and 43 refer to at least one cis -acting element that "comprises at 
least one (two) nucleotide sequence of SEQ ID N0:1 1 and at least one (two) nucleotide sequence 
of SEQ ID NO:7". It is clear that the claim does not intend that a single nucleotide or 
dinucleotide from SEQ ID N0:1 1 and 7 is to be included in the cis-acting element. Rather the 
promoter comprises at least one copy of two copies of the element consisting of SEQ ID NO: 1 1 
and 7. Hence, it would be remedial to recite comprises at least one (two) copies of the 
nucleotide sequence of SEQ ID N0:1 1 and at least one (two) copies of the nucleotide sequence 
of SEQIDN0:7--. 

Appropriate correction is required. 



Claim Rejections - 35 USC § 112, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 2, 8, 39 and 47 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a chimeric promoter capable of mediating local gene 
expression in plants upon pathogen infection wherein the promoter comprises at least one 
element consisting of SEQ ID N0:1 1 and induction is between 10 and 15 fold and a chimeric 
promoter capable of mediating local gene expression in plants upon pathogen infection wherein 
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the promoter comprises either two elements consisting of SEQ ID NO: 1 1 or the promoter 
comprises the combination of one copy of SEQ ID N0:1 1 followed by one copy of SEQ ID 
N0:7 or 4 copies of SEQ ID NO: 11 followed by four copies of SEQ ID N0:7 and induction is 
greater than 1 5 fold, does not reasonably provide enablement for any other embodiment. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make or use the invention commensurate in scope with these claims. 
This is a new rejection necessitated by applicants' amendment 

The test of enablement is whether one skilled in the art could make and use the claimed 
invention from the disclosures in the patent coupled with information known in the art without 
undue experimentation {United States v. Telectronics, Inc, 8 USPQ2d 1217 (Fed. Cir. 1988)). 
Whether undue experimentation is required is not based on a single factor but is rather a 
conclusion reached by weighing many factors (See Ex parte Forman, 230 USPQ 546 (Bd. Pat. 
App. & Inter, 1986) and In re Wands, 8USPQ2d 1400 (Fed. Cir. 1988); these factors include the 
following: 

The instant claims are drawn to a chimeric promoter that is capable of directing elicitor- 
specific expression of a nucleic acid. The chimeric promoters are recited as inducing expression 
upon elicitor treatment of pathogen infection at least 10 or 15 fold. The scope of the invention is 
extremely broad as the promoter is only so limited by comprising two or more cis-acting 
elements wherein at least one of the said elements consist of SEQ ID NO: 1 1 . Hence, any 
number of combinations of cis-acting elements can be contemplated in the chimeric promoter. 
However, the activity of the promoter must be at least 10 or 15 fold upon elicitor treatment of 



Application/Control Number: 09/83 1 ,272 Page 5 

Art Unit: 1633 

pathogen infection. It is highly unpredictable based upon the teachings of the instant 
specification that any combination will lead to these increased levels of induction. 

The specification teaches the identification of 7 elements that are capable of elicitor 
responsive expression alone or in combination with one another. The instant claims are directed 
to chimeric promoters that are constructed using SEQ ID N0:1 1 or element D. Specifically, the 
claims are directed to a chimeric promoter comprising at least two or more cis-acting elements 
wherein at least one of the elements are SEQ ID NO: 1 1 . This encompasses two types of 
chimeric promoters, those with homomers of SEQ ID N0:1 1 or heteromers comprising SEQ ID 
NO: 1 1 in combination with other elements. As to homomers of SEQ ID NO: 1 1 , the 
specification teaches that only a dimmer of SEQ ID NO: 1 1 reaches levels higher than 15 fold. A 
tetramer only induces expression 1 1 fold. Hence, in order for the level of induction to be greater 
than 1 5 fold, a homomeric promoter must comprise two copies of SEQ ID NO: 1 1 . The 
specification teaches that for heteromeric chimeric promoters, the combination of required 
elements, the order of elements and number of elements is highly unpredictable. Again two 
copies of SEQ ID NO: 1 1 appear to provide adequate induction in combination with two copies 
of either SEQ ID N0:4 or 7. However, 4 copies of SEQ ID NO: 1 1 do not except in combination 
with 4 copies of SEQ ID N0:7 and when SEQ ID NO: 1 1 is placed first in the promoter. The 
specification teaches this is due to steric hindrance (see page 37). Further confusing the issue is 
the inability of SEQ ID N0:1 1 when placed first with SEQ ID N0:4 to provide induction levels 
of greater then 1 5 fold. Hence, the chimeric promoter must have two copies of SEQ ID NO: 1 1 
or else be in combination with SEQ ID N0:7 such that SEQ ID N0:1 1 is placed prior to SEQ ID 
NO:7 in order to reach induction levels of greater then 15 fold. 
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Given the lack of guidance in the specification, the large and diverse group of chimeric 
promoters recited and the highly unpredictable nature of the ability to predict components to 
produce a promoter with induction levels of greater then 15 fold, it is concluded that a person of 
skill in the art would have had to conduct undue experimentation in order to practice the claimed 

Conclusion 

Claims 2, 8, 39 and 47 are rejected. 
Claims 2, 3 and 42-45 are objected to. 

Claim 22 is allowable as the art does not teach an isolated element comprising SEQ ID 

N0:11. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maria B. Marvich, PhD whose telephone number is (571)-272- 
0774. The examiner can normally be reached on M-F (7:00-4:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, PhD can be reached on (571)-272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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